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FDA Disclaimer

The views and opinions presented here represent 

those of the speaker and should not be considered 

to represent advice or guidance on behalf of the U.S. 

Food and Drug Administration.
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What is CDER NextGen Portal?

Before and After NextGen Portal

Research IND Application Builder 

Progress, Impact & Metrics

Agenda

A G E N D A  A N D  T A B L E  O F  C O N T E N T S
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The CDER NextGen Portal is an integrated informatics solution based on common industry standards for collaboration. The portal 
enables sponsors to submit Drug Shortages Notifications, non eCTD submissions for Research INDs, Type III DMFs, EUA, and other 
exempted human drug applications . This collaboration capability continues to reduce regulatory overhead for sponsors, academia, 
research institutes, and small businesses. 

What is CDER NextGen Portal?
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Promote Safe & 
Effective 

Human Drugs 

After = StreamlinedBefore = Manually Intensive

Email from 
Industry 

Data Entry

FDA Document  
Processing

Identify FDA 
center/office

OND

OGD

OPQ

CDER 
NextGen 

Portal

Paper and Media
Delivery from 

Industry  

Digital 
Transformation

Before and After CDER NextGen Portal
Digital transformation in action to promote safe and effective human drug review and approval 

Paper and Media processing 

Manual intensive and Inefficient    

Time and resource consuming 

Online submission contains clean, validated and integrated 
data 

Optimized processes and maximize technology to improve 
efficiency

End to End digital collaboration between FDA and 
Stakeholders 

OM

Industry User

Increased document upload file size to 100MB
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Extensions Requests

Manufacturing Capacity

Critical Care Drug Monitoring Portal

CDER NextGen Portal: One stop shop for the purpose 
of Submission, Collaboration and Reporting.

Drug Development Tools

Drug Shortages Notifications 

Research IND Application Builder 

CARES Volume Act Reporting

Alternate Submissions (Non eCTD Type III DMFs, EUA and others)

Orphan Drug

Controlled Correspondence

Pre-ANDA Meeting Request

Pre-Assignment Number

Waiver Requests

Company Affiliation

Standards Recognition 

Regulatory 

Submissions

Reporting Collaboration
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How to submit Research IND to FDA CDER?

Research Investigational New Drug Application (IND) ɀWhat You Need To Know

ɈAresearch IND (also called a non -commercial IND) is one for which the sponsor (generally an individual investigator, 
academic institution or non -profit entity) does not intend to later commercialize the product . These studies are strictly 
for research, are usually shorter in duration and may result in publications in peer -reviewed journals.ɉ 

Drug Discovery

Animals Tested

IND Application

Clinical Studies/ Trials 

NDA Application

Drug Approval

ClinicalPre-Clinical 

Post MarketingNDA Review 

High Level FDA Drug Approval Process

Legend

1 2

Title 21, Code of Federal Regulations, Part 312 
allows initial IND submission and each 
subsequent submission to be sent by mail 

Paper Submissions FDA CDER NextGen Portal 

Sponsors of Research INDs can submit 
an original IND, subsequent 
amendments, and pre -submissions 
online via the CDER NextGen Portal. 

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/InvestigationalNewDrugINDApplication/ucm343349.htm
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What are the Real -time interactions?

1

4

2

Initial Research IND Submission

30 Days 
Review

Acknowledgement Letter 

IND 
Review

Information Request 3

Response to Information Request 

Protocol Amendment 5

6 Clinical Study Data 
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Research IND Application Builder User Story
Adam Kohl, from NIH wants to submit a Research IND to the FDA but wants to quickly submit electronically rather than mailing the application. Adam has a Pre-assignment 

Number for the Research IND and wishes to make a submission to FDA CDER. To streamline the process, Adam follows the steps within the CDER NextGen Portal.

Register for  
Account

Submit IND 
Application

Enter Validated 
Information

Upload 
Documents

Login to 
Portal

Generate 
1571 Form

Digitally Sign 
Form

Download 
Application 
Materials 

Make a Research IND Submission in less than 10 Steps

Adam has the following Information: 

Application / Submission Details

ÅIND Number:  IND24840

ÅIND Serial Number: 0000 

Company and Contact Details

ÅCompany Name: NIH

ÅCompany Address:  Bethesda, MD

ÅPerson Responsible: Adam Kohl

Product Details 

ÅDrug Name: AIK12

ÅUNII:362O9ITL9D

ÅIndication of Use: SCTID 404684003

Study Details

ÅNCT Number: 000032344



10

CDER NextGen Portal registration is a simple process requiring Contact Information, Organization Information via a DUNS
number, followed by email validation.

How can I Create an Account ?

Required Contact Information

Å Full Name

Å Email

Å Phone Number

Required Organization 

Information

Å Organization Name

Å DUNS Number

Å Multifactor Authentication

Å Password Protocols

Å Email Verification

S e c u r i t y  F e a t u r e s
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Research IND Application Builder ɀLanding Page

Application Builder

Research IND Application Builder program for a more comprehensive application to investigate if a drug is reasonably 
safe. Research IND applications are strictly for research and may result in publications in peer-reviewed journals. The 
Research IND Application Builder is currently accepting Pre-Submissions, General Correspondences, Initial 
Submissions, and Protocol Amendment submissions. Additional submission types to follow.


